Message

From: Wolf Doug USGR [doug.wolf@syngenta.com]
Sent: 7/2/2019 12:23:31 PM
To: GinaH@peta.org [/o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2fa206f9bfe948278c4626b0ed70c73b-GinaH@peta.]; amyjc@peta.org
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eeae66a57dc14c4fad426cdb6d8c97261-amyjc@peta.org]; Lowit, Anna
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1d3428a2c0b84d5099124a0460babd53-Anna B. Lowit];
sabitha.papineni@corteva.com; Roland Buesen [roland.buesen@basf.com]; Akerman, Gregory
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cf6a8e38174a4518bae8feeccab9cbh2a-Gregory Akerman]; Dunbar, Anwar
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=200002aeaaa44194a3f1¢8585e62e27d-Anwar Dunbar];
awallacehayes@comecast.net; Thomas, Russell [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12f119e7a3ee447499f3d6ab5d20daeb-Thomas, Rus];
frank_sistare@merck.com; marianne_mccallister@ merck.com; Stephanie Melching-Kollmuss [stephanie.melching-
kolimuss@basf.com]; Ann Blacker [ann.blacker@bayer.com]; natalia.ryan@bayer.com
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0392712fc0de43bealef0ce8b95f9635-natalia.ryal;
tzippi.kormos@bayer.com; Paul-Friedman, Katie [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9de62094262941908301318615f5507b-Paul-Friedm]; amyjc@piscltd.org.uk;
warren.casey@nih.gov [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2a0ba0f906474e89%a2e8fabe580¢3739-warren.case]; Geter Dave USGR
[Dave.Geter@syngenta.com]; rpeffer5810@gmail.com; Adriana M Doi [adriana.doi@basf.com]; Brandy Williamson
Riffle [brandy.riffle@basf.com]

Subject: RE: ReCAAP - telecon to review waivers and reporting template

Attachments: Comments on the DRAFT SYN1 Waiver_.docx

Dear Cancer Waiver Team,
P have 3 proposal for discussion at our nexdt meeting.

 have received approval from our senior leadership to provide prospective cancer walvers for upcoming Als
that have not vet been registered but thet we already have the bioassay results or will shortly, Our thought at
Syngenta is that if we truly wish to move this forward more rapidly doing retrospective reviews, while
important for acceptance, dor’t provide the necessary uncertainty in analysis that a review of a true unknown
wotld,

Cur senior leadership are supportive with the following stipulation which we suggest is applicable for any
registrant who supplies & draft prospective waiver,

Draft waivers on a non-registered chemical will be considered CBL
The initial report from ERA specific to the waiver will also be considered CBIL

in order to progress the project the registrant who provides a prospective waiver will work with EPA to provide a
summary docurment of the EPA review of the waiver which points cut data sufficiency and data defidency within the
wWalver.

This should still aid in achieving our overarching goal to develop waiver guidance which includes the kind of dats that
neads to be collected and presented in order to achieve confidence in health protection without the bioassay.
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For example. We may present a mode of action but the EPA feels we are missing cell proliferation data in the liver at
earlier ime points. Such information is critical to all participants and gives no usable information to the other
registrants specific to a chemical,

in evaluating the review document thet EPA provided on our initial example, which was the Al Adepidyn, there
is actuatly very little information in EPA's review document that is chemical specific and would be considerad

actual CBL thus the above proposal should have little impact on achieving the goals of this project.

fwill be interested in hearing vour thoughts at the upcoming discussion on July 120,

doug

This message may contain confidential information. If you are not the designated recipient, please notify the sender immediately, and defete the original and any
copies. Any use of the message by you is prohibited.
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